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DETAILED ACTION 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of 
this tide, if die differences between the subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art 
to winch said subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

1. Claims 6, 8-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Nho et al. in 
view of Dodrill. 

The claims are drawn to method of preserving hemoglobin in a oxygen-impermeable 
container. The container is an oxygen barrier foil over wrap and further comprises a foil laminate 
material and a polymer layer. 

The reference of Nho et al. teach a method of obtaining a deoxygenated hemoglobin 
solution that may be utilized as a safe and effective red blood substitute in human as well as animals 
(see col. 13, lines 38-40). The reference teaches in order to optimize the oxygen carrying capacity of 
the hemoglobin, the hemoglobin must be deoxygenated to be in the deoxy Hb form (col. 8, lines 26- 
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29). The difference between the reference and the instant application is that the reference does not 
teach the specifics of the container as claimed to be used as a storage container for the hemoglobin 
solution. 

However, Dodrill teach oriented polyester films coated packages have been used for health 
care packaging. The most widely used composite is OPET laminated or extrusion coated to 1.5-3.0 
mil polyethylene. The reference teach that polyvinyl alcohol coated OPET film "significantly 
improves the oxygen barrier properties when the relative humidity (RH) is below 50%" (see page 5). 
PVOH coated OPET film composites can be used for products that require good oxygen barrier 
properties (see page 6). Similarly silicon oxide coated OPET provide an excellent oxygen and 
moisture barrier properties (see page 8). Specifically, the reference teaches various composites with 
their oxygen permeability values. The OPET composite containing PVOH and 2.0 LLDPE had a 
oxygen permeability value of .2 cc/100 in 2 /24 hr at 73°C (see table 2, page 16). The OPET 
composite containing silicon oxide and 2.0 LLDPE had a oxygen permeability value of ranging from 
.1 to less than .003 cc/100 in 2 /24 hr at 73°C (see table II, page 16 and table III, page 17). 
Accordingly, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to make a blood substitute as disclosed by Nho et al. and then store the blood substitute 
in a storage container as disclosed by Herbert al. because the bags would keep the hemoglobin in 
the deoxy-state, due to the low oxygen permeability of the films, and thereby increasing the storage 
life of ready to use hemoglobin. 

It would have been further obvious to store the bag in an inter environment such as 
nitrogen, argon, helium atmosphere because such an atmosphere would have no oxygen molecules 
to oxygenate the blood thereby decreasing the life of the stored blood. Thus an inert environment 
would result in an increase of storage time capacity and half life of the blood. 
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2. Claims 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Nho et al. in view of 
Dodrill as applied to claims 6, 8-9 above, and further in view of Akkapeddi et al. or Galli. 

The claims are drawn to method of preserving hemoglobin in a oxygen-impermeable 
container. 

Nho et al. in view of Dodrill has been discussed supra. The difference between the prior art 
and the instant application is that the reference does not teach the coextruding of the medium 
density layer, such as polypropylene or polyethylene and the oxygen barrier layer, such as ethylene 
vinyl alcohol. 

However, coextrusion of polymers is a conventional method in the polymer art. For 
example, Akkapeddi et al. teach that co extrusion is a conventional method of forming polymers 
into articles (see col. 4, lines 26-39). The reference further states that typical coextruder structures 
include the co extruding of polyolefins, such as polypropylene or polyethylene and ethylene vinyl 
alcohol, (see col. 5, lines 9-15). Similarly, Galli also teach the co extrusion of polypropylene and 
ethylene vinyl alcohol (see col. 3, lines 55-58). Therefore it would have been obvious to one skilled 
in the art to co extrude the medium density layer and the oxygen barrier layer because co-extrusion 
of such polymers are conventionally conducted in the art. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 
1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 
USPQ 761 (CCPA 1982); In n Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re 
Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
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provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

3. Claim 1-9 are rejected under the judicially created doctrine of obviousness-type double 

patenting as being unpatentable over claims 1-15 of U.S. Patent No. US 6,271,351. Although the 

conflicting claims are not identical, they are not patentably distinct from each other because of the 

following. 

The claims are drawn to method of preserving a packaged deoxygenated hemoglobin blood 
substitute wherein the hemoglobin is stored in a package comprising an transparent laminate 
material comprising oxygen barrier layer and a polyolefm layer, wherein the laminate material has a 
thickness of between .0254 and .254 millimeters, and an oxygen permeability of less than about .01 
cc per 645 square centimeters over 24 hours at one atm and about 23oC, wherein the oxygen barrier 
layer comprises ethylene vinyl alcohol 

The US Patent claims method for preserving a deoxygenated hemoglobin blood substitute 
comprising maintaining the deoxygenated hemoglobin blood substitute in a transparent primary 
package that includes a polymer material having at least one oxygen barrier component that includes 
ethylene vinyl alcohol, said polymer material having an oxygen permeability of less than about 0.6 cc 
per 100 square inches per 24 hours per atmosphere at about 25.degree. C. and an external relative 
humidity of about 50% (see claim 1). Note that the oxygen permeability of the US Patent product 
encompasses the oxygen permeability of the instant application. Furthermore, the US patent claims 
that the oxygen barrier component is co-extrude with the polyolefm similar to claim 2 of the instant 
application (see claim 3 of the US patent). The difference between the US Patent and the instant 
application is that the US Patent does not teach a method of manufacture of the packaging. 
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However, when the reference teaches a product that appears to be the same as, or an 
obvious variant of, the product set forth in a product-by-process claim although produced by a 
different process. See In re Marosi, 710 F.2d 799, 218 USPQ 289 (Fed. Cir. 1983) and In re Thorpe, 
777 R2d 695, 227 USPQ 964 (Fed. Cir. 1985). See also MPEP § 2113. Thus, the US Patent 
sufficiently teaches the claimed invention and the US patent and the instant application are not 
patentably distinct from each other. 

4. Claim 1-9 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-9 of U.S. Patent No. US 6,288,027. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because of the 
following. 

The claims are drawn to method of preserving a packaged deoxygenated hemoglobin blood 
substitute wherein the hemoglobin is stored in a package comprising an transparent laminate 
material comprising oxygen barrier layer and a polyolefin layer, wherein the laminate material has a 
thickness of between .0254 and .254 millimeters, and an oxygen permeability of less than about .01 
cc per 645 square centimeters over 24 hours at one atm and about 23oC, wherein the oxygen barrier 
layer comprises ethylene vinyl alcohol. 

The US Patent claims method for preserving a deoxygenated hemoglobin blood substitute 
comprising maintaining the deoxygenated hemoglobin blood substitute in an oxygen barrier film 
overwrap including a transparent laminate material having a thickness of between about 0.001 and 
about 0.01 inches, said laminate material including an ethylene vinyl alcohol layer and having an 
oxygen permeability of less than about 0.01 cubic centimeters per 100 square inches over 24 hours at 
one atmosphere and at room temperature (see claim 1). Note that .0254-.254 mm translates into 
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.001-.01 inches. Thus both the US patent and the instant application have the same thickness of 
laminate material. Furthermore, the US patent claims that the oxygen barrier component is co- 
extrude with the polyolefin similar to claim 2 of the instant application (see claim 3 of the US 
patent). The difference between the US Patent and the instant application is that the US Patent 
does not teach a method of manufacture of the packaging. 

However, when the reference teaches a product that appears to be the same as, or an obvious 
variant of, the product set forth in a product-by-process claim although produced by a different 
process. See In re Marosi, 710 F.2d 799, 218 USPQ 289 (Fed. Cir. 1983) and In re Thorpe, 777 F.2d 
695, 227 USPQ 964 (Fed. Cir. 1985). See also MPEP § 2113. Thus, the US Patent sufficiendy 
teaches the claimed invention and the US patent and the instant application are not patentably 
distinct from each other. 

5. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Bruce Campell, can normally 
be reached on (571) 272-0974. The fax phone number of this group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application should be directed 
to the Group receptionist whose telephone number is (703) 308-0196. 




